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DETAILED ACTION 

This Office Action is in response to Applicant's amendment filed 3 June 2008. 

Response to Arguments 

Applicant's arguments regarding the rejection under 35 USC 102(b) under 
Luscher, have been considered but are not persuasive. Applicant argues that the claims 
recite "a particular needle structure suitable for use in Applicant's suturing apparatus." 
This is not persuasive because the only structure regarding the needle in the claims is 
"an elongated cannulated suturing needle". Clearly the needle provided by Luscher 
meets this limitation. Further, Applicant argues that the claim specifically recites 
hydrodynamically propelling a suture. This limitation is only mentioned in the preamble 
and it does not provide any structural differences that overcome the prior art. See 
MPEP 21 1 1 .02. It is noted that the features upon which applicant relies (i.e., " a 
particular needle structure suitable for use in Applicant's suturing apparatus") are not 
recited in the rejected claim(s). Although the claims are interpreted in light of the 
specification, limitations from the specification are not read into the claims. See In re 
Van Geuns, 988 F. 2d 1 181, 26 USPQ2d 1057 (Fed. Cir. 1993). 

Regarding Claim 5-7, Applicant argues that the needle includes a leading and 
trailing edge. The needle of Luscher is beveled in Figure 5, providing both a leading and 
trailing edge. Regarding the rounded tip, this is taught by Sontag, as discussed in the 
rejection below. 
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Regarding Claim 8, Applicant argues that the protector taught by Olovson does 
not disclose stiffening means. This is not persuasive because the protector inherently 
stiffens the needle because it provides an extra layer over the outer surface of the 
needle. Further, the claim does not state whether the stiffening cover is intended to 
stiffen the needle during use or during storage. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 1-4 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Luscher (US Patent 6,299,590). 

Luscher'590 discloses a device containing a syringe (see Figure 5) containing a 
barrel (31) and a plunger (32) and a connector (35) capable of being detachably 
mounted to a needle (17). The barrel is sized and shaped for holding a suture and the 
fluid used for expelling the suture (column 1 , line 45-57). Further, the device contains an 
elongated cannulated needle (17) (column 4, line 66-67) capable of receiving and 
releasing a suture (column 4, line 55-67). The distal end of the needle (4) can have a 
sharp distal point (see Figure 5) and is configured to receive a suture extending from 
the lumen of the needle. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 2-4 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Luscher'590. 

Claims 2-4: Luscher'590 does not disclose that the needle has a particular shape 
at the distal end. However, it is old and well known to modify the shape of needles to aid 
in accessing a particular region of the body, especially if the region would be more 
easily accessed with a needle of a different shape. 

Claim 5-7 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Luscher'590, as applied to Claim 1, in further view of Sontag (US Patent 
5,236,443). 

Luscher'590 teaches the limitations of Claim 5 except for a rounded tip of a 
suture needle. 
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Sontag'443 teaches a suturing with openings at the end that are slightly rounded 
to protect the surgeon from accidental cuts or punctures (column 4, lines 15-21). It 
would have been obvious to one skilled in the art at the time the invention was made to 
use rounded needles in order to protect the user from accidental cuts. 

Claims 6-7: Luscher'590 does not disclose that the needle has a particular shape 
at the distal end. However, it is old and well known to modify the shape of needles to aid 
in accessing a particular region of the body, especially if the region would be more 
easily accessed with a needle of a different shape. 

Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Luscher'590, as applied to Claim 1, in further view of Olovson (US Patent 
6,702,786). 

Luscher'590 teaches the limitations of Claim 8 except for a stiffening cover of the 
needle. 

Olovson teaches a syringe with a stiffening cover (2) over a needle (14) in order 
to protect the needle. It would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the device taught by Luscher'590 with a stiff 
cover, as taught by Olovson, in order to protect the needle. 

Claim 1,9-14 are rejected under Casperi et al. (US Patent 4,890,615) in view 
of Weng (US patent 5,569,270). 

Claim 1,9,11,12,14: Caspari teaches the use of a suturing device with a pair of 
jaws (34, 44), a proximal lever to operate the jaws (24, 26), and a lumen (36 is a tubular 
member) extending from the proximal end to distal end for passage of a needle (56). 
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The needle expels the suture from its tip (column 5, lines 13-17). Caspari does not 
teach that the suture distributor is a syringe. The needle of Caspari is beveled and 
therefore has a leading and trailing edge. 

Weng'270 teaches a suturing device that includes an elongate needle (46) 
having a lumen extending from the proximal end to the distal end that is capable of 
passing a suture (column 2, lines 45-60). The device also contains a barrel (24, column 
4, lines 44-46) and plunger (32) and a connector (58). Suture material is introduced into 
the needle (column 2, lines 54-56 and column 3, lines 55-63). Liquid fills the barrel, the 
needle is passed through the tissue to be sutured and the suture is expelled with the 
force of the liquid flow (column 2, lines 45-60). Weng'270 discloses a stiffening cover 
(60) that covers most of the needle (see Figure 1 ). It would have been obvious to modify 
the suture distributor taught by Caspari with the suture distributor taught by Weng'270 
because it would be obvious to apply a known technique to a known device ready for 
improvement in order to yield predictable results. 

Claim 10, 13: Caspari in view of Weng does not disclose that the needle has a 
particular shape at the distal end. However, it is old and well known to modify the shape 
of needles to aid in accessing a particular region of the body, especially if the region 
would be more easily accessed with a needle of a different shape. 

Claims 15-18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Weng'270 in view of Christy (US patent 5,350,385). 

Claim 15, 17, 18: Weng'270 teaches a method of suturing with a suturing device 
that includes an elongate curved needle (46) having a lumen extending from the 
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proximal end to the distal end that is capable of passing a suture (column 2, lines 45- 
60). The device also contains a barrel (24, column 4, lines 44-46) and plunger (32) and 
a connector (58). Suture material is introduced into the needle (column 2, lines 54-56 
and column 3, lines 55-63). Liquid fills the barrel, the needle is passed through the 
tissue to be sutured and the suture is expelled with the force of the liquid flow (column 
2, lines 45-60). Weng'270 discloses a stiffening cover (60) that covers most of the 
needle (see Figure 1). 

Weng'270 does not disclose folding the suture over the end of the suture. 
However, it is old and well known to fold a suture back over a needle when performing a 
suturing operation, as taught by Christy, in order to smoothly insert both ends of the 
suture into the tissue. It would have been obvious to modify the method of Weng as 
taught by Christy so that it too has this advantage. 

Claim 16: Weng'270 does not disclose introducing the suture into the barrel with 
drawing liquid into the barrel at the same time as the suture. However, it is old and well 
known to draw things into syringes via the suction provided by the plunger. It would be 
obvious to one of ordinary skill in the art to try drawing the suture into the syringe 
because choosing from a finite number of identified predictable solutions would have a 
reasonable expectation of success. Further, it is old and well known to apply a known 
technique to a known device to yield predictable results. 

Claims 19-20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Weng'270 in view of Christy'385, as applied to Claim 15, in further view of 
Caspari. 
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Claim 19, 20: Weng'270 in view of Christy'385 teaches the limitations of Claim 19 
and 20 except for a pair of jaws directing the needle and suture. 

Caspari teaches the use of a suturing device with a pair of jaws (34, 44), a 
proximal lever to operate the jaws (24, 26), and a lumen (36 is a tubular member) 
extending from the proximal end to distal end for passage of a needle (56). The needle 
expels the suture from its tip (column 5, lines 13-17). It would have been obvious to 
modify the method of Weng'270 by combining Weng'270's tool with Caspari in order to 
increase the amount of control over the suturing operation and also increase the 
functionality of the device. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LINDSEY BACHMAN whose telephone number is 
(571 )272-6208. The examiner can normally be reached on Monday to Thursday 7:30 
am to 5 pm, and alternating Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on 571-272-4696. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/L B./ 

Examiner, Art Unit 3734 

/(Jackie) Tan-Uyen T. Ho/ 

Supervisory Patent Examiner, Art Unit 3773 



